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Wft«Brandum to MtittL Suabona and Wiaokur 


&&! 1A&& tU& Quantitative Estimation 


H* v«sa asked at Friday'a aaafcing to summarise what «• know of 
an IA&C paper dated March 1994 waking rsaoxaondatien* regarding tha 
sgtnoy's possible use of quantitative estimation and predict ion 
methods with respect to cancer risks. This provide* such 
a summery. Z am sending it only to you, and laave any further 
distribution to your judgment. 

1. Background . We undaratand that virtually a vary XAJLC 
working group baa included aaobara who want to uaa QKV to odd 
specificity and punch to iaac's bland qualitative classification 
ayataa. Our consultant! believe that thia probably explains the 
agency'a daciaion to convene a working group to consider the iesue. 
we era, however, continuing to explore the question, and it in by 
no naans impossible that the report resulted froa o.s, preeauraa. 

2. The working group . X group of 23 was involved, including 
10 froa the u. 8. The Aaaricana included a representative of WCX, 
on* froa'BPA, one froa KIOSK, two froa the National institute of 
Snvironaantal Health Sciancas, and one from ILSI. there ware 6 
froa the XU (including one tram the Casalssion's environmental DC), 
plus one each froa Sweden and Norway. The .Norwegian ie the 
country's cost veheaent ant 1-smoker, and a fervid user of 
quantitative estimates. Thera ware two each froa Australia and 
Canada, plaa one Swiss* The Swiaa wee froa WHO in Geneva. The 
chairman wee one of the Australian*, froa the University of 
Adelaide. Putting aside ILBX, there we* no one identifiable aa 
froa industry. There appear to have been no observers. Three 
others, all Aaaricana. were invited but could not attend. They 
were all govarnaant-rsiated, including another SPA representative• 
The secretariat list includes Boffatta, Tcaatis end Veinio, among 
othars. 


3 . iarc'b up* of oif . The report begin* with a description 
of IAAC'S general policy of avoiding QSP in the monograph series, 
which it largely attributes to uncertainties about OSP'» 
reliability when the isri*s wee initiated. It notes that QEf 
involves a ‘a large judgaental cojnponent* which nay significantly 
Influence its results. The report observes, however, that iaac has 
contributed to QBP estimate* outside the monograph series 
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involve "uncertainty, • encourage* ttv* identification of confeuadars 
»ad modifying factors, art states that physiologically-based 
phermaookinetic modeling is •pot*ttiaily* of greet value in Ott. 
xe states that aacureta exposure data are "essential* for reliable 
g(p estimates, and that extrapolations between populations must be 
made with "caution.* 


6. Recommendations . The report recommends that the monograph 
series should not be eltered, and that QSP should not be used in 
them, hut urges the inclusion of mors snd better quantitative 
estimates and data, In other words, the monographs should do a 
better lob of facilitating • operate QEf estimates end predictions. 
Moreover, the report recoamends that IhhC should prepare QSP 
estimates for selected carcinogens about which extensive data are 

and publish them separately from the monograph aeries. 
e carcinogens ware suggested for this purpose. It also 
raooaaends afforts to devalop improved exposure measurements, 
including the uae of biological markers, and the conduct of studies 
specifically designed to examine risks at low exposure levels. The 
report also encourages ihRC to conduct scientific meetings and 
training programs regarding the proper use of QIP methods. 

7 , Conclusions . Unsurprisingly, the essence of the report ia 
an anoourageoant to IARC to use QSP mors widely and forcefully, and 
to facilitate its use by MHO and regulators. Given the frailties 
of the process, sad its susceptibility to abuss, this is not good 
new*. on the other band, the report at least catalogs the 
weaknesses of gs? snd encourages a greater and more consistent 
degree of profess ions lisa end responsibility. Many of the warnings 
and caveats idsntified by ths report (although not alwaya 
highlighted) are precisely those we have long suggested. 

We an a urns that the report will in due course be published 
(there is characteristically a delay of several months to a year), 
and, once it is, the report may be a useful source of evidence 
regarding the weaknesses snd hasards of QEP. 


available, 
MO specif! 


Charles Lister 


* 1 


^c-*T-3TaTrancec*TCTc;GTti Hi 


Etna's aw nolsniaco utau pt»9t cssT-ibu-ax 


Source: https://www.industrydocuments.ucsf.edu/docs/jyvkOOOO 


2029200215 




Source: https://www.industrydocuments.ucsf.edu/docs/jyvkOOOO 



